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DETAILED ACTION 

This Action is in response to the Request for Continued Examination filed 6/1 1/2009. 
Claims 1,13, and 19 have been amended, and no claims haven been added or cancelled. 
Currently, claims 1-20 are pending in the instant application. 

Claim Rejections - 35 USC § 103 
The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 1, 2, 6, 7, 12, 13, and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hickle (WO 99/62403) in view of Robertson (EP 1075848) and Goldstein 
(US 6,012,455). 

As to claims 1, 2, 6, 7, and 13, Hickle discloses a sedation and analgesia system, 
comprising a patient heath monitor device (12a) adapted so as to be couple to a patient (30) and 
generate a signal reflecting at least one physiological condition of the patient (55, pg 23, 1st fiiU 
paragraph); a drug delivery controller (2a) supplying one or more drugs to the patient; a user 
interface (16); a gas monitoring and delivery system (2) supplying one or more types of gas to 
the patient (paragraph 0081); an electronic controller (14) interconnected with the patient health 
monitor(12a), the user interface(16), gas monitoring and delivery system (2), and drug delivery 
controller (2a), wherein said electronic controller receives said signal and in response to said 
signal manages the application of the drugs (pg 27, 1st fixU paragraph). 



Application/Control Number: 10/677,494 Page 3 

Art Unit: 3771 

While Hickle discloses a facemask (30) that couples to the patient, Hickle fails to 
disclose a bite block. However, Robertson discloses a mouthpiece^ite block (figure 8) for the 
delivery of gases to a user comprising a vestibular shield (2) and a conduit for locating between 
the wearer's teeth (abstract) capable of delivering gases to the user's oral passage via a central 
channel 304 that allows access to the mouth. It would be reasonable to one of ordinary skill in 
the art to use the channel in the mouthpiece of Robertson as a viable ahemative to a facemask for 
passing gas to a patient. Therefore, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to combine the bite block of Robertson with the system of 
Hickle so that a user can comfortably and effectively grasp and hold the mouthpiece in place 
while sedated without an overly intrusive design. Furthermore, the type of interface means is a 
well known design consideration depending on the specific treatment needed and patient's 
personal preferences. Based upon the sedation being delivered through the facemask of Hickle 
and now substituting the bite block taught by Robertson it would have obvious that the electronic 
controller of Hickle receives said signal and in response to said signal manages the application of 
the drugs through the bite block (as the bite block is being substituted for the facemask of Hickle 
and the drugs were previously delivered through the facemask therefore it would be obvious that 
the drugs would be delivered through the bite block now as one delivery means being substituted 
for another). 

Robertson lacks a means of delivering the drugs and gases to the user's nares. However, 
Goldstein teaches a mouthpiece with a nasal cannula (figure 14) which is useful as an air 
delivery apparatus that uses a mouthpiece (92) to stabilize the air delivery apparatus to provide a 
good air seal. The air delivery apparatus taught by Goldstein uses a nasal cannula that seals in 
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each of the nares of the user and is capable of delivering gases to the user's nares and the said 
nasal cannula is taught to be attached to a mouthpiece and could be quickly and easily attached 
to the elbow connector disclosed by Robertson. Therefore, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to have modified the 
mouthpiece and air delivery apparatus disclosed by Hickle and Robertson, to utilize a nasal 
cannula that delivers gas to a users nasal passage as taught by Goldstein in order to provide a gas 
delivery apparatus that also delivers breathing gas to a users nasal passages because it is "almost 
universally adopted based on the well known observation that humans show a decided preference 
for nasal breathing during sleep." See: Robertson [0002]. Additionally, it appears as though the 
modified device of Hickle would perform equally well with gas being delivered to both the nose 
and mouth because there is nothing structurally that would prevent such a modification and it is 
well known that breathing gases are often supplied to both the nose and mouth simultaneously to 
ensure the desired therapy is being delivered regardless of how a patient is breathing or in case 
one or the other of the passages becomes occluded. 

Regarding claim 12, Robertson discloses the mouthpiece/bite block has a tongue 
depressor (55) for holding down the patient's tongue and prevent the bite block from being 
pushed out. 

Regarding claim 18, the modified device would have the nasal and oral delivery menas 
attached to one another, and therefore integrated, so that gases, fluids, and dfrugs can be 
delivered both nasally and orally. 
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Claims 3-5, 10, 11, 14-17, 19, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hickle, Robertson, and Goldstein as applied in claims 1, 2, 6, 7, 12, 13, 
and 18 above and further in view of Kofoed et al. (6,312,389). 

As to claims 3 and 14, Hickle and as modified by Robertson and Goldstein disclose the 
system of claim 2. Robertson discloses a channel (304), but fails to mention that a sensor is 
located in the channel. Kofoed teaches that a sensor (28) can be located in a channel (40) and 
have at least one of a sensor (20, 22) and a sampling port (70, 72) connected to the sensor for 
monitoring gases passing through said at least one channel connected to a nasal cannula for 
monitoring carbon dioxide of a patient. It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to modify the bite block of Robertson to employ any well 
known sensor and sampling port because it would allow a user to monitor the carbon dioxide of a 
patient. 

As to claims 4 and 16, Kofoed further teaches the system wherein said at least one 
channel is used for at least one or respiratory rate monitoring, oxygen concentration monitoring 
(carbon dioxide is indicative of an oxygen concentration and therefore meets the limitation of the 
claim), positive and negative respiratory pressure monitoring, temperature monitoring, humidity 
monitoring, and respiratory flow monitoring. 

As to claim 5, Hickle discloses the system wherein said electronic controller alters said 
drug delivery based on said patient's conditions as monitored by said sensors (page 18, 1st full 
paragraph). 

As to claim 10, Hickle/Robertson/Goldstein modified by Kofoed combine to disclose (as 
presented in claim 3) said at least one channel comprising at least one of a sensor of a sensor and 
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sampling port connected to a sensor for monitoring gas output from said gas supply through said 
at least one channel. Hickle presents in pg 6 into pg 7 last full paragraph, the system monitors 
inhaled gases which is from said gas supply. 

As to claim 11, Hickle discloses (page 18, 1st frill paragraph) said electronic controller 
alters delivery of gas from said supply based on said patient's conditions as monitored by said 
sensors. 

As to claim 15, Kofoed does not teach said sensors are wirelessly integrated with said 
electronic controller, however such sensors are well known and commonly used in the art. 

Therefore, it would have been obvious to one of ordinary skill in the art to wirelessly integrate 
the sensors in order to avoid the need for wires that could tangle, break, or become exposed to 
the patient. 

As to claim 17, the bite block of Robertson includes a tongue depressor (55) as discussed 

above. 

As to claim 19, Hickle discloses a sedation and analgesia system (2). The bite block of 
Robertson modified by the teachings of Hickle and Goldstein yield a bite block with 
frinctionalities that can be integrated with said sedation and analgesia system; Hickle's system 
provides computer programming capable of comparing patient data and a controller that adjusts 
the gas delivered to a patient (Hickle pg 16, 1st fiiU paragraph). The method steps would have 
been obvious because they would have resulted from the use of the device of 
Hickle/Robertson/Goldstein/Kofoed/. The bite block of Robertson is frilly capable of having data 
being received through the channels of the bite block to the controller of Hickle because there is 
nothing blocking the flow of data from being transmitted there through. 
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As to claim 20, Hickle discloses electrical leads (figure 3a, power cord), gas delivery 
tubes (figure 1, tubes entering facemask), fluid delivery tubes (figure 1, tubes entering face 
mask). The method steps would have been obvious because they would have resulted from the 
use of the device of Hickle. 

Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hickle, Robertson, and Goldstein as applied to claims 1, 2, 6, 7, 12, 13, and 18 above, and 
further in view of Curti (US 6,533,983). 

The modified Hickle device does not disclose the channel being formed so that gas can 
pass from the nasal cannula to the patient's mouth or that the cannula comprises oral delivery 
chambers (i.e., Goldstein has a resilient connector 46 or tubes 100). However, Curti discloses 
that it is well known and conmionly used to deliver gases to both the nose and mouth of a patient 
via a common chambers within the cannula (column 1, lines 30-35). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to have 
connected the nasal cannula and oral delivery tube as taught by Curti in the modified Hickle 
device (via the elbow of Robertson for example) in order to reduce the number of supply tubes 
running to the patient. 

Response to Arguments 
Applicant's arguments filed 6/1 1/2009 have been fiilly considered but they are moot in 
view of the new grounds of rejection. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. The balance of art cited is to show other breathing devices that deliver air to both the 
nose and mouth. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KRISTEN C. MATTER whose telephone number is (571)272- 
5270. The examiner can normally be reached on Monday - Friday 9-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kristen C. Matter/ 
Examiner, Art Unit 3771 

/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



